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510(k) Summary

This summary of 510(k) safety and effectiveness information is being submitted in

accordance with requirements of 21 CFR Part 807.92.

Date: October 14, 2011

1. Company and Correspondent making the submission:
Name - Shanghai 3F Electronics Co., Ltd.

Address - 77325 Joyce Way
Echo, Oregon 97826
Telephone - 931-625-4938
Fax - 541-376-5063
Contact - Charles Mack
Email - charliemack@irc-us.com

2. Device:
Trade/proprietary name: PMS8210A (IRIS) Multi-Parameter Patient Monitor

Model Code 500

Common Name : Multi-parameter Patient Monitor

Classification of the device: Class 11
Panels: Cardiovascular, General Hospital, Anesthesiology

Product code: 21CFR870.2300, Monitor, Physiological, MWI

Establishment Registration Number: 3008383116



Predicate Devices:

Predicate Model Manufacturer K Number- Submitted Device
Shanghai 3F K100394 PMS8210A Model Code

PMS821OA (iris) Electronics Co., 500 (iris, Patient
Patient Monitor/ =Ltd. Monitorl'M ulti-Parameter
Multi-Parameter Patient Monitor
Patient Monitor ______ ____________

3. Description:
3.1 General
PMS821IOA Model Code 500 Patient Monitor is a battery or line-powered patient

monitor. The Patient Monitor acquires the physiological signals such as EGG,

respiration (RESP), Non-Invasive blood pressure (NIBP), Saturation of pulse

oxygen (SPO2), Temperature (TEMP), End-tidal (etCO2). The signals are

converted into digital data and processed, examines the data for alarm

conditions and displays the data. The monitor also provides operating control

for the user. The submitted device is the same as the predicate with two

differences. The new model has added an etCO2 function and the Temp

module has been changed. The new Temp module is a previously FDA cleared

device.

The patient monitor is intended to be used in a hospital clinical area such as

intensive care units, cardiac care units, operation room, emergency

department, to provide additional information to the medical and nursing staff

about the physiological condition of the patient. The PMS821 OA Model Code

500 patient monitor is intended to be used only under regular supervision of

clinical personnel. The intended location of use is clinics.



4. Indication for use:
PMS8210A Model Code 500 is a multi-parameters monitor used on human

patients. The target populations are adult, pediatric and neonatal patients. The

PMS821 OA Model Code 500 has certain features and functions.

The patient parameters that can be monitored by PMS821OA Model Code 500

are: ECG(3-lead or 5-lead selectable), Heart Rate(HR), Pulse Rate(PR),

Respiration Rate(RESP), Non-invasive Blood Pressure (NIBP), Arterial

Hemoglobin Oxygen Saturation (SpO2), Temperature (TEMP) and End-tidal

C02 (EtCO2) . Its design allows the operator to adjust the settings of parameter

alarms that audibly and visually notify the operator when an excursion occurs.

The PMS821OA Model Code 500 is intended for use in a health care facility

setting. It is intended for use by qualified medical personnel trained in the use of

the equipment.

The PMS8210A Model Code 500 is not recommended for use in a patients

home or residence, or when it has not been ordered by a physician.

5. Comparison with predicate device: - Please see next page for the comparison

table.
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7. Safety and Performance Data*

Please refer to the Declaration of Conformity for the comprehensive list of testing

performed on the PMSB21 OA Model Code 500 Multi-parameter Patient Monitor.

The PMS8210A Model Code 500 has undergone Third Party safety testing in

accordance with IEC standards and completed performance testing in accordance

with IEC standards. In that this device has software of Moderate concern; the

appropriate level of Software evaluation was performed.

8. Conclusions:
In accordance with the Federal Food, Drug and Cosmetic Act, 21 CFR Part

807 and based on the information provided in this premarket notification

Shanghai 3F Electronics Co., Ltd. concludes that the Patient Monitor, Model

PMS8210A Model Code 500, is safe and effective and substantially equivalent

to predicate devices as described herein.

9. Shanghai 3F Electronics Co., Ltd .will update and include in a summary any other

information deemed seasonably necessary by the FDA.

END



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hlealth Service

Food and Drug Administration
10903 New Harrpshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

Shanghai 3F Electronics Co., Ltd. FEB 9 92012
c/o Charlie Mack
Principal Engineer
77325 Joyce Way
Echo, Oregon 97826

Re: K1 13183
Trade/Device Name: PMS821I OA (IRIS) Multi-Parameter Patient Monitor, Model Code 500
Regulation Number: 21 CFR 870.2300
Regulation Name: Cardiac Monitor
Regulatory Class: Class 11 (two)
Product Code: MWI
Dated: December 30, 2011
Received: January 10, 2012

Dear Mr. Mack:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish ifurther announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical



Page 2 - Mr. Charlie Mack

device-related adverse events) (21 CER 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21I.CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please

go to http//www~fda.vov/AboutFDA/CenterOffice/CDR-/CDR-1ffics/ucm 15 809.htm for

the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to
http://www.fda.gov/MedicalDevic~s/SafetW/ReportaProblem/default.htm for the CDRH's Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gzov/MedicalDevices/ResourcesforYou/Industrv/default.htm.

Silcerely yours,

Brain/ .uckerman, M.D.
Directo
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

51 0(k) Number (if known):

Device Name: PMS8210A (IRIS) Multi-parameter Patient Monitor, Model code 500

Indications for Use:

PMS821OA Model Code 500 is a multi-parameters monitor used on human patients. The

target populations are adult, pediatric and neonatal patients. The PMS8210A Model Code

500 has certain features and functions.

The patient parameters that can be monitored by PMS8210A Model Code 500 are: ECG(3-

lead or 5-lead selectable), Heart Rate(HR), Pulse Rate(PR), Respiration Rate(RESP), Non-

invasive Blood Pressure (NIBP), Arterial Hemoglobin Oxygen Saturation(SpO2),

Temperature (TEMP) and End-tidal C02 (EtCO2) . Its design allows the operator to adjust

the settings of parameter alarms that audibly and visually notify the operator when an

excursion occurs.

The PMS8210A Model Code 500 is intended for use in a health care facility setting. It is

intended for use by qualified medical personnel trained in the use of the equipment.

The PMS82 I0A Model Code 500 is not recommended for use in a patient's home or

residence, or when it has not been ordered by a physician.

Prescription Use -1 AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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